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- The MAILING DATE of this communication appears on the cover sheet with the correspondenc address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )£3 Responsive to communication(s) filed on 1 0 March 2003 . j 
2a)E3 This action is FINAL. 2b)0 This action is non-final. \ 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is j 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. j 
Disposition of Claims i 

4) [>3 Claim(s) 1^9 is/are pending in the application. 

4a) Of the above claim(s) 3-7 and 9 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [X] Claim(s) 1,2,8 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) 13 The drawing(s) filed on 12 December 2000 is/are: a)D accepted or b)[>3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

1 1) D The proposed drawing correction filed on 0 is: a)Q approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)0 AH b)Q Some*c)D None of: 

1. Q Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) Q The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1) D Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of DraftspersorVs Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-152) 

3) [3 Information Disclosure Statement(s) (PTO-1449) Paper No(s) 10 . 6) O Other: 
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DETAILED ACTION 
Drawings 

The drawings are objected to under 37 CFR 1.83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the "lubricious 
substance" must be shown or the feature(s) canceled from the claim(s). No new matter 
should be entered. 

A proposed drawing correction or corrected drawings are required in reply to the 
Office action to avoid abandonment of the application. The objection to the drawings 
will not be held in abeyance. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 8 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. There is an inconsistency between the language of the 
preamble that recites "an elastomeric sleeve" and certain portions in the body of the 
claim that recites, "a lubricious substance". Therefore, the scope of the claim is unclear 
as to what is intended to be claimed, the subcombination (sleeve) or the combination of 
the sleeve and the lubricious substance. The language of the claim must be consistent 
with the intent. 
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Claim Rejections - 35 USC § 102 
The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim 8 is rejected under 35 U.S.C. 102(e) as being anticipated by Konya et al. 
(6123723). Konya et al. disclose elastomeric material for a sleeve for retaining a stent, 
col. 17, lines 22-26. Konya also discloses fluid openings or "ports" are in the sleeve to 
deliver a fluid material to aid in positioning the stent, col. 22 lines 57-61. The openings 
are fully capable of allowing a lubricious substance to pass through them. Claims in a 
pending application should be given their broadest reasonable interpretation. In re 
Hyatt 211 F.3d 1367, 54 USPQ2d 1664 (Fed. Cir. 2000). Therefore, a "lubricious" 
substance can be saline or contrast medium since they reduce friction between the 
balloon and sleeve. 

Claims 1,2,8 are rejected under 35 U.S.C. 102(e) as being anticipated by Blaeser 
et al. (6168617). The applied reference has a common assignee with the instant 
application. Based upon the earlier effective U.S. filing date of the reference, it 
constitutes prior art under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) 
might be overcome either by a showing under 37 CFR 1.132 that any invention 
disclosed but not claimed in the reference was derived from the inventor of this 
application and is thus not the invention "by another," or by an appropriate showing 
under 37 CFR 1 . 1 31 . Fig. 2 shows a stent delivery system having a catheter 1 8 with a 
balloon 22 mounted thereon. It can also be seen there is a stent 48 on the catheter. 
Blaeser also shows a sheath or sleeve 28 with an overlay portion that covers the stent. 
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The sheath also has a cone portion and waist overlay portion at its end. The sheath or 
sleeve also has at least one port 60. The port is fully capable of allowing a lubricious 
substance to pass through it. With respect to claim 8, Blaeser discloses that a 
"lubricious" substance such as silicone is on the inside of the sleeve, col. 6, lines 1-3. 

Claim Rejections - 35 USC § 103 
The text of those sections of Title 35, U.S. Code not included in this action can 

be found in a prior Office action. 

Claims 1, 2 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Savin et al. (4950227) in view of Konya et al. 723. Savin et al. disclose a stent delivery 
system (Fig. 1) with a catheter having a balloon 14 mounted thereon and a stent 16 on 
a body portion of the balloon. It can also be seen the stent is held on the balloon by two 
sleeves (18, 20) with each having a stent overlay portion shown by distance D. Savin 
also discloses the sleeves are elastomeric, col. 2, lines 21-22. Savin et al. additionally 
disclose that a lubricating solution can be used between the balloon and sleeves, col. 4, 
lines 55-57. However, Savin does not disclose using ports to deliver the lubricating 
solution. Konya is explained supra. Konya also shows (Fig. 18) that the ports 51 are 
partially defined by the waist overlay portion. It would have been obvious to one of 
ordinary skill in the art to use the ports as taught by Konya in the sleeves of Savin et al. 
to provide application routes to deliver lubrication for removal of the sleeves. 
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Response to Arguments 

Applicant's arguments filed 3/10/03 have been fully considered but they are not 
persuasive. Regarding Applicant's remarks about Konya not disclosing a "lubricious" 
substance, it should be noted that claims are given their broadest reasonable 
interpretation. In this instance, since Applicant's have not defined what a "lubricious" 
substance is, clearly any of the fluid materials used through the ports of Konya can be 
considered "lubricious". In response to applicant's argument that Konya cannot be 
combined with Savin, the fact that applicant has recognized another advantage which 
would flow naturally from following the suggestion of the prior art cannot be the basis for 
patentability when the differences would otherwise be obvious. See Ex parte Obiaya, 
227 USPQ 58, 60 (Bd. Pat. App. & Inter. 1985). The method of applying a lubricious 
substance is not at issue here, but the product. Clearly the combination of Savin and 
Konya result in the product as claimed. The ports are fully capable of permitting a 
"lubricious" substance to pass through them. The method of when a lubricious 
substance is applied is irrelevant to patentability of the product. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Pellegrino whose telephone number is (703) 306- 
5899. The examiner can normally be reached on Monday-Thursday from 9am to 
6:30pm. The examiner can also be reached on alternate Fridays. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Corrine 
McDermott, can be reached at (703) 308-21 1 1 . The fax phone number for the 
organization where this application or proceeding is assigned is (703) 308-2708. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephonejfumber is (703) 308- 


Brian Pellegrino 


0858. 
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Primary Examiner 



